StabilitStsprufung von 
Chargennummer 

Charpengrofie 
Behtfltnis 
Herstel lungsort 
Kerstalldatun 
Erttuntarsuchung 
Einlagerungsdatum 
Prufdatum 

05/94 
09/94 
02/95 
06/95 



D xamann vise. 



500 g 

5 g-Polyfoil-lCanaientubc. 
Dr. Kam pharma. Berlin 



PrSp.Nr. 190 



lonenbcsehlchtu^s HOPE 




Konate 



3 
7 
12 
16 



Yd! irKaWr 



pH 6>.2 



Prflfim ftiif 


Specif i - 
kation 


Lager - 


lagerungsbedingungen 




zeit 
in Non. 




21-C/45X 


26-C/60X . 


51'C/70% 


GehalC In X 
Dexamthason- 
oi nyqogen 
phosphat 


90 - 105 


0 

3 

12 
10 


96.B 


OA ? 
95.7 
95.6 
95.1 
6o r 3 


96,2 
94,7 
91.7 
66,0 


94,5 
92,5 
69.2 
B3.9 


Gehalt In X 
CctrFrtld 


90 - 105 


0 

3 
7 

12 
IB 


- 


OS o 

101,3 
98.0 
100.2 


101.6 
97,7 
99,3 


99.0 
97,4 
99,3 


Dexamethason 

in T 

in *■ 


max 10 X 


0 

3 

7 
12 
1B 


0,7 


n.n. 
1,4 

10,7 


1.6 
2.9 

11.2 


1.6 
3,1 
4 0 
12,9 


Transmission 
in X 

Cbei 425 rvq) 


> 85 X 


0 

3 
7 

■ c 
IB 


AT *i 

95,2 


91.8 
v>,3 

93,1 
94.9 


93.6 
94.3 


95 4 
93,9 


pH-vert 


6,3 - 7.3 


0 
3 
7 
12 
16 


7 0 


7.2 
7.0 
7.0 | 
6.9 
7.1 


7.0 
7.0 
6,9 
7,0 


7.0 
7.0 
7.0 
7.0 


Osmolalitfit 
(mosm/kg> 


2B5 - 335 


0 

3 
7 

v> 
\c 


Tftt 

30m 


304 
300 
301 
32B 


296 
300 
299 


301 
303 
303 


LeftfShlgkeit 
(pS/On) 


7-12 


0 
3 
7 


9.9 


6,7 
10,1 


10.2 


10.0 


Br editings index 


1.53V - 

1,341 


fx 

3 
7 


1,3407 


1,3406 
1,3406 
1.3407 


1.3405 
1,3406 


1,3404 
1,3406 


ViskositKt 
(mPa-s) 


2000 - 
3000 


0 

3 
7 
12 
16 


2622 


2644 
2642 
2550 
2911 
291B 


2652 
2799 
2675 
2657 


2734 
2724 


Aussehen 


klar 
(DAB 10/ 
Ph. Eur.) 


0 
3 
7 
12 
18 


klar 


klar 
klar 
kler 
klar 
klar 


klar 
klar 
klar 
klar 


klar 
klar 
klar 
klar 


Farbe 


B 9 

(DAB 10/ 
Ph. Eur.) 


0 
3 
7 
12 
16 


B 9 


B 9 
8 9 
6 9 
B 9 
B 9 


B 9 
0 9 
B 9 
B 9 


B 9 
8 9 
B 9 
B 9 


Mikrobiolog. 
Qua I i tat 


stent 


0 




steril 







n.n. =* mcht nachweisbar 
- * nicht uncersuchc 



Dr\ Ma on Phanna - Berlin 



HERST6LLBERICHT FOR ENTWICKLUNGSCHARGEN 



- Augengele 



Praparat: 



Ch,-Bez.: 



Ansatzgrofce 



Bemerkungen (z. B. Grund der Herstellung): 



Herstelldatum 



TEIL 
I 



Hersteller: fS 
PrtlferfTeil i).&f/£* 



lfd. 
Nr. 


WE-Nr. 


Bezeichnung 


Einwaage 

(g) 


Gehali 


l nach Analyse 
der Deklaration 
(%] 




mm i 














// iy v / / //'/.* 

IktautMaiMt - 24- tiliyjrcaar&tffff*^ 
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fa tit M 


i t m 
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/ 


Jeff. VflKCt 
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Stability test 

Batch number 
Batch size: 
Container 

Place ofmanufacture: 

Date of manufacture; 

Date of storage: 

Test date 

10796 

02/97 

05/97 

08/97 

11/97 

05/98 



Dexamethason Gel 



1kg 

5 g PolyfoH tubes 

Dr. Mann Pharma, Berlin 



Prod, no.: 



months 



f 



0 
3 
6 
9 
12 
18 



page 1 



Test for 


Specification 


Months 


Storage conditions 




(release) 




21 "C/45 % 


25 'C/80 % 


30 *C/70 % 


Content [%] 






0 


102.0 






Dexamethasone 


95- 


105 


3 


99.0 


99.8 


100.1 


sodium phosphate 






6 


99.6 


101.6 


101.1 






9 


102.3 


101.7 


101.6 








12 


99.7 


98.3 


97.6 








18 


101.3 


10019 


99.1 


Decomposition [%] 






0 


0.2 


0.2 




Dexamethasone 


n.m.t 3 


3 


0.2 


0.2 








6 


0.4 


0.5 


0.5 








9 


0.5 


0.5 


0.6 








12 


0.5 


0.6 


0.7 








16 


0.7 


0.7 


0.8 


Content l%\ 






0 


99.7 






Cetrimide 




nn 

1 IV 


3 


99.3 


100.3 


99.6 








6 


98.3 


99.0 


99.0 








9 


100 5 


99.0 


100.0 








12 


100.2 


99.2 


99.4 


• 






18 


99.5 


100.6 


101.4 








o 


BB.4 






Transmission f%l 


n.U 


.65 


3 


no r 


Bd 7 


87 0 






6 


oo.o 




89 0 








Q 


DD.D 




69 2 










69.3 


88.6 


89.5 








18 


87.0 * 


66.9 


87.5 








0 


7.7 






pH value 


7.6- 


8.0 


3 


8.0 


7.9 


7.9 






6 


7.7 


7.7 


7.7 








9 


7.7 


7.7 


7.6 








12 


7.7 


, 7.7 


7.7 








18 


7.6 


7.8 


7.7 


Osmolality 






0 


305 


304 


304 


[mosmol/kjj] 


- 290- 


320 


3 


303 






6 


304 


305 


306 








9 


312 


307 


308 








12 


308 


307 


307 








18 


305 


306 


306 


Viscosity 






0 


3075 


3451 


3306 


[mPa-s] 


2400- 


3400 


3 


2802 






6 


3502 


3158 


3403 








9 


2877 


3178 


3209 








12 


3022 


3175 


3132 








18 


3691 


3804 


3428 



Stability test 
Batch number. 
Batch sire: 
Contain r. 

Place of manufacture: 

Date of manufacture: 

Date of storage: 

Test date 

10/96 

02/97 

05/97 

08/97 



Dexam thas n Gel 



1kg 

5 g Polyfoil tubes 

Dr. Mann Pharma, Berlin 



Prod. no. 




months 



0 
3 
6 
9 
12 



Test for 


Specification 
(release) 


Months 


Storage conditions 


21 'CM5 % 


25 "C/60 % 


30 °c/70 % 


Colour 


B9 


0 

3 
6 
9 

12 
18 


B9 
B9 
B9 
B9 
B9 
B9 


B9 
B9 
B9 
B9 
B9 


B9 
B9 
B9 
B9 
B9 


Clearity and degree 
of opalecencef 


n.m.tstandard of 
opalescence IV 


0 

3 

6 

9 

12 

16 


n.m.t rv 
n.m.L IV 
n.m.L IV 
h.m.t_ IV 
n.m.LIV 
n.m.tiv 


n.m.t IV 
n.m.t IV 
n.m.t IV 
n.m.L IV 
n.m.t IV 


n.m.L IV 
n.m.t IV 
n.m.L IV 
n.m.t IV 
n.m.t IV 


Sterility 


sterile 


0 


sterile 







